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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on June 26, 2008 has been entered. 

Status of the Claims 

2. Claims 1, 3, 7-8, 10-1 1 and 13 are pending in the application; independent claims 1 and 
13 are amended; claims 2, 4-6, 9 and 12 are previously cancelled. 

Claim Rejections - 35 USC §103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

1 . The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 
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2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

4. Claims 1, 3, 7-8 and 10-11 are rejected under 35 U.S.C. 103(a) as unpatentable over 
Kawamura (US 6,231,541 Bl) in view of Montgomery (US 3358961) as evidenced by Abbey 
(US 2,828,146). 

5. With regard to claim 1 , Kawamura discloses a no-needle blood access device for 
hemodialysis comprising an elongated metallic body (c. 7, 11. 42) provided at its upper surface 
with a recess (38, 40) being formed with a peripheral wall (24) defining a well (26) therein; a 
pair of shutters (34, 36) slidably housed within opposed pockets (38, 40) (c. 4, 11. 40-48) formed 
at the upper part of the body so that a lower surface of each pocket is flush with the bottom 
surface of the recess (fig. 2); 

6. each of the shutters (34, 36) defining a through hole (fig. 10), provided between vertical 
portions 42, 44 of each shutter, said vertical portions facing each other, said through hole opens 
as the facing vertical portions are slid away from each other when each shutter 34, 36 is slid 
within its respective pocket 38, 40 and closes when vertical portions are slid toward each other; 

7. each of the shutters (34, 36) including a horizontal portion 34, 36 (fig. 2) housed within 
the pocket (26) (fig. 10) and a vertical portion (42, 44) formed in the end facing with respect to 
each other with respect to each other respectively; 

8. a longitudinally extending through-hole (12) disposed in the lower part of the body (c. 4, 
11. 20-21), each of first and second artificial conduits (68, 70: fig. 7A) being fitted into respective 
ends of the longitudinally extending through-hole (12), the artificial conduits being disposed for 
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anastomosis with a targeted artery or vein (fig. 9: c. 5, 11. 49-63); a pair of vertical through-holes 
(64, 66) communicating to the respective through holes of the shutters (30, 32) when they are 
opened (fig. 10; c. 6, 11. 1-3); and a cannula assembly connectable to a dialyzer (c. 5, 11. 41-42) 
including a pair of cannulas (68, 70), adapter (fig. 10: 62) for mounting cannula to body (c. 6, 11. 
21-30) and locking member (63) for preventing the cannula from being removed (c. 5, 11. 58-59); 
whereby the device is arranged such that when each of the shutters is slid in a direction away 
from each other, the well is in communication with each of the artificial conduits through the 
longitudinally extending through-hole and the vertical through-holes of the body and each of the 
through-holes of the shutters (fig. 10), and when each of the shutters is slid in a direction near to 
each other, the well is out of communication with each of the artificial conduits (fig. 2) (c. 2, 11. 
10-18), as recited in claim 1; and the peripheral wall passes through the skin (fig. 10) and the 
shutters are disposed at least partially (42, 44) outside the plane of the skin (fig. 10) as recited in 
claim 13. 

9. Kawamura discloses the claimed invention except for each of the shutters including a 
first through hole respectively formed therein and the first through hole being provided at the 
vertical portion. The difference between the prior art and the instant claimed invention is each 
shutter containing a through hole, as detailed in paragraph 6, supra. The through holes perform 
the function of proving a shutter valve. 

10. Montgomery, as best depicted in Figure 2, teaches this type of shutter valve for releasing 
fluid pressure in a fluid flow system (c. 1, 1. 34 and 1. 40), i.e. a shutter 21 comprising a valve 
slidably housed within an opposed pocket / chamber 17, 19 (c. 1, 11. 62-65). The shutter includes 
a through hole 39 which aligns with vertical through holes 31, 32 in the valve body. And further 



Application/Control Number: 10/725,508 Page 5 

Art Unit: 3761 

arranged that, when each of the shutters is slid in a direction away from each other, there is 
provided a fluid pathway, i.e. fluid communication through the through hole of the shutter, and 
when slid in the opposite direction the through holes are out of fluid communication. 

1 1 . The examiner notes the prior art does not explicitly appear to suggest motivation to 
combine the valve of Montgomery in device of Kawamura, the examiner recognizes that 
obviousness can only be established by combining or modifying the teachings of the prior art to 
produce the claimed invention where there is some teaching, suggestion, or motivation to do so 
found either in the references themselves or in the knowledge generally available to one of 
ordinary skill in the art. See In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 1988) and In 
re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). 

12. In this case, both devices are concerned with providing an openable and closeable valve 
for fluid flow. Abbey, not used to reject any claims in this Office action and cited for its 
evidentiary value of the knowledge generally available to one of ordinary skill in the art at the 
time the invention was made, teaches that shutter type slide valves for opening and closing fluid 
flow passageways were known in the art (c. 1, 1. 54 and preceding 11. 8-53). Abbey further 
teaches these types of shutters can be operated by finger pressure (c. 2, 1. 54). 

13. In view of the knowledge generally available to one of ordinary skill in the art at the time 
the invention was made, that types of shutter valves can be used as equivalent methods to 
perform the function of providing a valve for controlling fluid flow, and in the instant case 
substitution of equivalent methods requires no express motivation, as long as the prior art 
recognizes equivalency. In re Siebentritt, 152 USPQ 618 (CCPA 1967). 
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14. With regard to claim 3, as best depicted in Figures 2 and 10, Kawamura discloses the 
vertical portions are provided with a recess (38, 40) which is used when the shutters (34, 36) are 
opened and closed (c. 4, 11. 40-45). 

15. With regard to claims 7 and 8, as best depicted in Figures 3 A, 3B, Kawamura discloses 
the locking member includes a projection (36a) for locking in a groove (34a) formed in a side 
surface of the vertical portion of each of the shutters (c. 4, 11. 60-61). 

16. With regard to claims 10 and 1 1, as best depicted in Figures 3 A, 3B, Kawamura discloses 
the locking member further comprises a groove (34 a) for being locked in a projection (36a) 
formed in a side surface of the vertical portion of the shutters. 

17. Claim 13 is rejected under 35 U.S.C. 102(b) as being anticipated by Kawamura (US in 
view of Montgomery and further in view of Sherry (US 6,319,226 Bl). 

18. With regard to claim 13, see claim 1, supra detailing all limitations contained within 
Kawamura in combination with Montgomery except for the device disposed so that the 
peripheral wall passes through the skin, and each of the shutters are disposed at least partially 
outside the plane of the skin. Sherry, in Figures 1A, IB and 4, teaches blood access device 10, 
30 having shutter 2141 and the device disposed so that the peripheral wall passes through the 
skin, and the shutter are disposed at least partially outside the plane of the skin in figs. 1 A and 
IB, and the push button 38 for the shutter 41 in fig, 4. Therefore it would have been obvious to 
one having ordinary skill in the art at the time the invention was made to have provided the 
shutter of Kawamura / Montgomery as claimed since Sherry states, at c. 2, 11. 17-20, that such a 
design allows the shutter to be opened by subcutaneously pressing the end of the shutter and, at 
c. 11. 52-53, that this provides reduced skin trauma and patient maintenance. 
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Response to Arguments 

19. Rejections under 35 USC 102 (b): 

20. Applicant's arguments with respect to claims 1, 4, 7-1 1 and 13 have been considered but 
are moot in view of the new ground(s) of rejection. 

21. Double Patenting 

22. Applicant's arguments see Remarks, pp. 4-9, Tables 1 & 2, filed June 26, 2008, with 
respect to the obviousness type double patenting rejection of claims 1 and 13 have been fully 
considered and are persuasive. Accordingly, the rejection has been withdrawn. 

Conclusion 

23. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

24. Chaisson (US 5,396,998) Figures 2-6. 

25. Young et al (US 2003/0025098 Al) Figures 4 and 5. 

26. Kantor (US 4,456,026). 

27. Hanley (US 1,006,084 Figures 2 and 3: 23. 

28. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ginger T. Chapman whose telephone number is (571)272-4934. 
The examiner can normally be reached on Monday through Friday 9:30 a.m. to 6:00 p.m.. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on (571) 272-1 1 15. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Ginger T Chapman/ 
Examiner, Art Unit 3761 
9/16/08 



/Tatyana Zalukaeva/ 

Supervisory Patent Examiner, Art Unit 3761 



